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5 1O(k) Premarket Notification RSSCAI.iagnossic Uiltrasound System

5 10(K) SUMMARY OF SAFETY AND EFFECTIVENESS

This summary of safety and effectiveness is provided as part of this Premarket Notification in
compliance with 21 CFR, Part 807. Subpart E, Section 807.92.

1. Submitter's Information: 21 CFR 807.92(a)(1)

SAMSUNGMEDISON CO., LTD.
42. Teheran-ro 108-gil, Gangnam-gL1.
Seoul, Korea

Contact Person:
Kyeong-Mi. Park
Regulatory Affairs Manager

Telephone: 82.2.2194.1373
Facsimile: 82.2.556.3974

Data Prepared: March 24. 2013

2. Name of the device:

Common/Usual Name:
Diagnostic Ultrasound System and Accessories
Proprietary Name:
RS80A Diagnostic Ultrasound System
Classification Names: FR Number Product Code
Ultrasonic Pulsed Doppler Imaging System 892.1550 IYN
Ultrasound Pulsed Echo Imaging System 892.1560 IYO
Diagnostic Ultrasound Transducer 892.1570 ITX

3. Identification of the predicate or legally marketed device:

- LOFEO WS80A Diagnostic Ultrasound System (K 133329)
- UGEO HM170A Diagnostic Ultrasound System (K 1-30803)
- ACCUVIX A30 Diagnostic Ultrasound Systeni(K 112339)
- ACCUVIX XG Diagnostic Ultrasound System (K103397)
- LOGIQ E9Diagnostic Ultrasound System (K123564)
- B-CAD (K050846)

*X The proprietary name of predicate device (K1 30803)was changedto UGEO HM70A Diagnostic
Ultrasound System from UGEO 1-70c Diagnostic Ultrasound System on FDADatabases.
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510(k) Prcnnarkei Notification RSSOAI~iagnosiic Ultrasound systemt

4. Device Description:

The RS80A is a general purpose, mobile, software controlled, diagnostic ultrasound systemn. Its function
is to acquire ultrasound data and to display the data as B mode, M mode, Color Doppler imaging, Power
Doppler imagi ng (including Directional Power Doppler mode; S-Flow), PW Spectral Doppler mode,
CW Spectral Doppler mode,H-armonic imaging. Tissue Doppler imaging, Tissue Doppler Wave, 3D
imaging mode (real time 4D imaging mode), Elastoscan M'vode or as a combination of these modes. The
RS8OA also gives the operator the ability to measure anatomical structures and offers analysis packages
that provide information that is used to make a diagnosis by competent health care professionals. The
RS80A has real time acoustic output display with two basic indices, a mechanical index and a thermal
index.'which are both automatically displayed.

5. Intended Uses:

The RS80A Diagnostic Ultrasound System and transducers are intended for diagnostic ultrasound
imaging and fluid analysis of the humran body.

The clinical applications include: Fetal/Obstetrics, Abdominal. Gynecology, Pediatric. Small Organ.
Neonatal Cephialic, Adult Cephalic. Trans-rectal, Trans-vaginal, Musclar-Skeletal (Conventional,
Superficial), Urology, Cardiac Adult, Cardiac Pediatric and Peripheral vessel.

6. Technological Characteristics:

The RS8OAis substantially equivalent with respect to safety, effectiveness, and functionality to the
UGEO WS80A Diagnostic Ultrasound System (KI 33329), UGEO H-M7OA Diagnostic Ultrasound
System (K 130803), ACCUVIX A30 Diagnostic Ultrasound System (K I 12339)and ACCUVIX XG
Diagnostic Ultrasound System (K 103397).

It is substantially equivalent with respect to safety, effectiveness, and functionality to the Volume
Navigation"(Needle Tracking) of GE's LOGIQ E9 (K 123564) in regards to the device with Clear Track.
It is substantially equivalent with respect to safety, effectiveness, and functionality to theMadipattern's
B-CAD4"Systemn (K050846) in regards to the device with) S-Detect.

All systems transmit ultrasonic energy into patients. then perform post processing of received echoes to
glenerate on-screen display or'anamonic structures and fluid flow within the body. All system allow for
specialized measurements of strtictures and flow, and calculations.
These are described in detail in the technological characteristics comparison table as below.
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5 10(k) Premarket Notification RS80Afitagnosiic Ultrasound System

<Technological Characteristics Comparison Table>

-..- ',-~'. TesubeetThe pretete devi
k 0080 FAC~~& 0 ACCUVIX LOGIQ 9 IB-CAD

Cha RS8A WS8OA A30 HM7OA XC (Y(123564) j(K050W4)
(K(133329) (K112339) (K(130803) (KI03397)

Indication for Use

- Fetal/Obstetrics '

- Abdominal 4 ' 4N'

-Gynecology ' 4'

Pediatric 4' 4'

Small Organ 4''44-

-Neonatal Cephalic - '

Adult Cephalic 4- 44'

Trans-rectal 44 - NN4'

Trans-vaginal v 4 .

Musculo-skeletal , 4'
(Conventional)
Musculo-skeletal .4 q

- SuperficiaI) -

- Cardiac Adult ' 4'
- Cardiac Pediatric N'44-

-Priheral v essel4444 _-

Scanhead Types

- LinearArray v 4' ' 4'

-Curved Linear Arry44-
- Endocamatv ' '44' 4-

- Phased Arry N v-

- Static Probes '4N4-

Scanhead_-Frequency ----
10 -20 0MHz - - 4N' 4'

Modhes of Operation

- B-mode '4N4N'

- M-modc 4

- Pulsed wave (PW) 44' 4'
Doppler-

- Continuous wave
(CW) Doppler --

- Color DPpRler __ 4 '
- Power Amplitude ,4 144

floppier. ,

- Tissue Harmonic q 4'4,
Imaging

-3D/4flimaging mode 4444 [ 4'

Safety & EMC
Compliance
- IEC 60601-1
- UL 60601 -1 4'4'
- CSA C22.2 No.601 .1

5 i(Xk I Summary / Statenment Certification AVIACIMiNi I



5 10(W Premtarket Notification RS80ADiagnostic Ultrasound System

xo LOOfqE9 fl-4fl
%dJ319 _(Ji R3 (K123564) %0W

-1IEC 61)(01-2-37 ' 4'
- IEC 60601-1-2 4'' 4
Acoustic Output Display
Standard
1Track 3'4N'4'44
Patient Contact
Maueruals -

TestedtolISOl1O993-1 4' ___ 4 ,'

Functionality

- Quick Scan (Q Scan) '
- Spatial Compound N

Imaging
- SMDR (SMDR evo) I 4N'
- Auto IM1 -V

(Aulto IMI)
- Elastoscan NNN'

- Panoramic-'
- 3D Imaging

(Volumte Data'44 4N

Acquisitin)
- 3D Imaging

presentation I

3D Cine/4D Cine q 4' '4-
-3D Rendering

MPR{Multi Planer ' 4' 4'
Render)-
- 3DXI

MSV(Multi Slice q 4'
View)

Oblique View
- 3D MXi

Volume Slice. Mirror q4 q4N'4
View
- Volume CT N'

- 3D MagiCut q ~ '4
- Volume Calculation

(VOCAL. XI q4' N'

VOCAL)
-XTSTIC '44

HDVI '-
-FRy V'
ADVR '4q 4 .

- ClearTrack '
- S-Detect '

1) The name of the feature is chanrged to ClearVision
2) The name of the feature is changed to Realistic ue.
3) Volume Navigation (Needle Tracking)
4) B-CAD
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5 10(k) Premtarket Notification RSSOAfliagnostic Ultrasound Systemi

7. A brief discussion of the bench and non-clinical tests conducted on the subject device
The device has been evaluated for acoustic output, biocomipatibility effectiveness as well as thermal,
electrical, electromagnetic and mechanical safety and has been found to conform to applicable medical
device safety standards.

The RS80A and its application comply with voluntary standards as below:
- UL 60601 -I . Safety requirements for Medical Equipment
- CSA C22.2 No. 60 1. 1, Safety requirements for Medical Equipment
- 1EC60601-2-37. Diagnostic Ultrasound Safety Standards
- EN/1EC6060I- I.Safety requirements for Medical Equipment
- EN/IEC60601-l-2,EMC requirements for Medical Equipment
- NEMA UD-2, Acoustic Output Measurement Standard for Diagnostic Ultrasound Equipment
- NEMA UD-3. Standard for Real Time Display of Thermal and Mechanical Acoustic Output Indices

on Diagnostic Ultrasound Equipment
- 15010993-I, Biocompatibility
- 1S014971, Application of risk management to medical devices

Summary of Clinical Tests:
Not applicable. The subject Of this Submission. RS8OA. did not require clinical studies to support
substantial equivalence.

S. Conclusion
Intended uses and other key features are consistent with traditional clinical practices and FDA guidelines.
The design, development and quality process of the manufacturer confirms with 21 CFR 820 and ISO
13485. The device is designed to conform to applicable medical device safety standards and compliance.
Therefore, SAMSUNG MEDISON CO., LTD. considers thle RS8OAto be as safe, as effective, and
performance is substantially equivalent to thle predicate devices.

END of 510(K) Summary
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DEPARTMNENT OF HEALTHI & HUMAN SERVICES Public I Icalti, Service

4 4 IFund and IDrug Administrion

Document Central Center W066-03609
Siher Spring. Nil) 20993-0002

Samnsung Medison Co., Ltd. July 2. 2014
c/ Mr. Mark Job
Responsible Third Party Official
Regulatory Technology Services LLC
1394 2511 Street NW
BUFFALO MN 55313

Re: K141620
Trade/Device Name: RS8QA Diagnostic Ultrasound System
Regulation Number: 21 CER 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, IYO, ITX
Dated: June 16. 2Q14
Received: June 17, 2014

Dear Mr. Job:

We have reviewed Your Section 5 10(k) prernarket notification of intent to market the device-
reflerenced above and have determined the device is substantially equivalent (lbr the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactmicnt date ofthe Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval ol'a premarket approval application (PMA).
You may, therefore, market the device. Subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good mantufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRI- does not evaluate information related to contract liability
wvarranties, We remind you, however, that device labeling must be truthful and not misleading.

This determination of substantial equivalence applies to the following transducers intended for
use Nvith the Rs80a Diagnostic Ultrasound System, ats described in your premarket notification:

Transducer Model Number

CA I-7A [,5-13 V5-9
C2-6 1.3-16 LV3-14A
CF-4-9 LA2-9A CW6.O
E-3-12A P132-4
1L3-12A I'MI-6A

Ilfvour device is classi fied (see above) into either class I I (Special Controls) or class Ill (PMA),
it may be stibjeet to additional controls. Existing major regulations aflecting Your device can be
f'ound in the Code of Federal Regu lationls, Titlec 2 1. Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.



Page 2-Mr. Job

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CER Part 807); labeling (21 CER Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CER Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 80 1), please
contact the Division of Industry and Consumer Education at its toll-free number (800) 638 2041
or (301) 796-7100 or at its Internet address
httD)://wwwfda.gov/MedicalDevices/ResourcesforYou/lndustr/default.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CER Part 803), please go to
httip://www.fda.gov/MedicalDevices/Safetv/ReportaProblem/default.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)
796-7100 or at its Internet address
httD://www.fda.eov[MedicaiDevices/RsourcesforYou/fndustrv/default.htm.

Sincerely yours,

44A 0.94
for

Janine M. Morris
Director
Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure



510(k) Number (if known)

K141620

Device Name
RS80A Diagnostic Ultrasound System

Indications for Use (Describe)
The RS80A Diagnostic Ultrasound System and transducers are intended for diagnostic ultrasound imaging and fluid
analysis of the human body.
The clinical applications include: Fetal/Obstetrics, Abdominal. Gynecology, Pediatric, Small Organ. Neonatal Cephalic.
Adult Cephalic, Trans-rectal, Trans-vaginal. Muscular-Skeletal (Conventional. Superficial), Urology. Cardiac Adult,
Cardiac Pediatric and Peripheral vessel.

Type of Use (Select one or both, as applicable)

09 Prescription Use (Part 21 CFR 801 Subpart D) El Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

#t,/x 0,
This section applies only to requirements of the Paperwork Reduction Act of 1995.

'DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.'

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, Including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

"An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number'

FORM FDA 3B81 (1/14) Page 1 of 1 It .,TI4td



510(k) Premarket Notification RS8OA Diagnostnic Ulinsocund Syste

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name:RS80ADiagnostic Ultrasound System
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Cinienl ApplicAtioni Mod. of ration (tinclutdes teultaneous B-model
Genenal Specific H IM PWI) CWD Color Combined' Other

(Track I only) (Tracks I & Ill) Doppler- (Spec.) (Spe)

Ophthalmic Ophthalmic

FeuallObsitrics (Se, More J) N N N N Note I New 2. 4.7,.9,11. 14

AbdlonsinaI(Sr Note /0) N N N N N Nor. Noews 25.6,7.8.9, 11, 1.14

Inira-operative (&ee Ncals 6)

lnirs-ortive t Neuro.)

Feral Imaging laparoscopic _____________

& Other Pediatri N N N IN NinelI No. ,a 0 1

Small Orgone. NoJ) N N N N Note I Noss 2 .. 7. a. 9,Is. 12. Id

Neoaal Cephalic N N N N Nose I No.,es 59

Adult Ce'phalic N N N N N Not. I N..7s

Transwccal N N N N Note I lNtes .5.89. 11.,1:

Tnnsvagucal N N N N Nine I Noes2.7. 3.9. 11. 12

Tmmstardt rat

Tvans~esph. (non-Cardiac) _____________

Musculo-skl. (Coinveo.) N N N N Note I Note .S..89 t 14

Musoulo-skel. l(tterlkc.l N N N N Note I Note ,3. 7.8.9.11t. 14

Itttra~lurmil I________ I_______________

Other (Se..Vane 131 N N IN N Nuo I Notes 2,. B.9. Q

CardtacAduilt N N N N N Note I No. 4. 7

Cardiac Cardiac pediatric N N N N N Note I No"e 4. 7

Tras~csctplagesl (Cardisc) _______ _____________

Other (Spec.) _ _ _ _ _ _

Persphca PcerplheaIvessci N N N N N Note I Note.t6'SQ 11

Vessl Ohe sec)_ 
__ _ _ _

N=newindication. P=previouslycleared byF rA. E added underApperidix F
Additional Comments:

Color Doppler includes Powecr (Amplitutde) Doppler
Note 1: BtM. H+~PW. B.C. B+PD. B+.DPD. B+TD.H.BCW. B+C+PW StPD+PW. B+DPD+P'W. 141 L'tPW. B.C+M,Dual/Qttad. B+C.CW.

B+PD+CW. 11+E1, 3+WC
Note 2: Includes imaging fot guidance of biopsy
Note 3: Includes intertility, montilorintg of follicle developmtent
Note 4 Color M-mode
Note 5: For cexample: thyroid, paratisycoid. beast. scrolum and penis it adult. pediatrse and neontal patients
Noe 6: Abdominal organs and peripheral vessel
Note? rissuemnmoie IaingSITHI
Note S. 3D imaging
Noe 9: Spatial Comnpomnd Imaging
Note 10: Includes Renal, Gyutccology/Pelvs
Nose 11: Neuronic imaging
Note 12, FINtaStoan
Note 13: Includes Urfotogy/Prostate,
Noe 14: Clear Track

Concurrence of Center for Devices and Radtological Health (CDRH)
Prescription U~se (Per 21 CPR 80 1. 109)

Indication lor use page 2 of IS



310(k) Premarket Nolificat ion RSSOA Diagnostic traisound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: CA I -7Afor use with RS80A
Intended Use: Diagnostic ultrasound imna ing or fluid flow analysis of the human body as follows:

Clinical Application Mode o40 naton (-includes sinvutaneoos lA-mode)
Genra specific 8 M PWD CWD Color Combined- Other

(Track I only) (Track, I & l1t) Doplerv (Sac 1-LPc -
Ophthalmic Ophthalmic

letnllfbsteiric, rSee Nine 3) N N N N Ne I Notes 2.4.7.8.9,11,14
Abdamrinalj'Sr inei 10) N N N N Noe I Note3 2.6.7.8.9.11.14

Intra-operairw trevit 6) ______ _______ ___________

Iniravopntive(Neuro.l

Fetal Imaging Laporoscopic

& Other Pediatric

Small Organ &'r Maw 53)

Neonatal Cephalic ______

Aut Cephalic ______________ ___________

Irons.,vaginal ___________

Trans-urcttiral

Irans-csoph. (non.-Cmdaac) _ __________

Muscuto-sloel. (Ctivcnl. I_____ _________________

Msisculo-skl (Stspcrifle. I____________________

liha-lumiiinal _____________

oniter (Sre WNt 13)

Cardiac Adult ____

Cardiac Cardiac Pediatric _ ___

Trans-esophagest (Cardiac) __________________________

Other (spe.)

Perpheral1 Periphra vese 
______

N- new indicatioti P-previously cleared by FDA: U added underAppendix E
Additional Comments:

Color Doppler includes Power (Aimplituade) Doppler
Note 1: B+M. 84PW. B+C. B+PD, B+DPD. B+TD. B+CW B-C+PW. B+PD+PW. B-DPD*PW, B+1'D13l'W. BtC+M.lDuztQhad. B.+CW.

B+PD+CW. B+E. HBThC
Note 2: Include, mgn for guidaitee ofbiopsy
Note 3. Inctudes intcrlitit mtonitoring of rollicle deveopment
Nowe 4: Color M-moc
Note 5: For examuplr: hwroud. parsathvToid. breast, sercisars md pem, s th.dut pediatric and nenatal patients
Naoe 6 Abdominal organs and pet iphcrsi vemse
Note 7: Tissue Hnrmonic Imaging ITHO)
NineS9: 3D imusing
Note 9 spatial Compound Imaging
Note 10: Includes Renal. Gynecology/Pelvis
Note I Panrausmic imaging
Note 12! tlastoScian
Note I3: Incluades Urologyr/Prostate
Note 14: Clear [rack

Concurfrnce o(Centcr for Devices and Radiological Health (CDRH)
Prescription Use (Per 21 CFR l01 .109)

Indication for use page 3 of 1S



510(k) Promarket Notification RS8OA Diatnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: C2-6 for use with RS8OA
Intended Use: Diagnstic ultrasound ima ting or fluid flow analysis of the human body as follows:

Feeal aig LaoSc pi i W W C; obnd te

&plai Othr ptaicI I I

Small nh FrdObrgan 
Sr Not, ) 

P PPNoeI 

ow2,7.9.1

Foalns-vaginal ____ocopic

Trsntowelal

Trams-coph, (non.CardiWc
Musculo-sket. (Coriven I_____ _________________

Musculo-skel. (Superfic.) _________

Inura-luminal
Other (S"ef Now )

Cardiac Adult __________ ______

Cardiac Cardiac Pediatric ______________

Trans-esopliageal (Cardiac)el__________
Other (spec.)

vessel Ithe sP. I

N= new idication, P= previouusly cleared hYiI)A K 130803. E- added under Appendix Lt
Additional Comments:

Color Doppler includes Power (Amnpliitude) Doppler

R+PD.CW. 84.. B.BIC
Note!2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitowing of follicle denulopoctt
Note 4: Color Musodei
NoteS5: For example: thyroid. prothyroid, breast. scrotum stnd penis in adult. pediatric and stiatnal patients
Note 6: Abdominal organs aid peripheral vessel
Note 7: Tissue Harmonic Imaging (THll)
Not 8: 3D imaging
Note 9: Spatial Compound Imaging
Note 1D: hIcncdsRenal. Gyncoloyy/Prlvis;
Note 11: panoramic imaiging
Notw 12: FlastoScat
Note 13: Includes Urology/Prostate,
Note 14: Clear Trck

Concurrence ol Center for Devices and Rodtolognicl Health (CDRH)
PrcrCiption Use (Pcr 21 CFR 801 10)

Indication Ibir use page 4 of 15



5 10(kc) Premarket Notification RS80A Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: CF4-9for use with RS8OA
Intended Use: Diagnostic ultrasound imagzing or fluid flow analysis of the human body as follows:

____________Cinical Application Mode or pration (-includes simtultaneous B-modeI
General Specific B M PWD CWD Color Comnbtned Other

(Track I only) (Tracks I & 111) Iiopplar (Spec.I ISpc'l

Ophthalmic IOphthalmic

FelaIJObsietrics, (See Not.e) ___________

Abdtomnirali'Scr Noit 10) I P 11 P Note I Notes 8, 9. 11

Inn-operative (~" Nte 6) _________

Inlra-perative (Neuro.)
Fetal Imaging Laparoscopic

& Other Pedihatric p p P p P Note I Note, A. 9. 11

Smnall Organ (Nce Mr/ 5) ___________________

Neonatal Cephalic P P p p Note I Notes R. 9. It
Adult Cephalic

Trans-ectal
Tranms-vaginal ____ _____ __ ______

Tra-rcthral
Trans-sovsqp. (non-Carcitact
Musculo-sk~cl. (Ctnm.)
Musotilo-skel. (Superfic) _ __

Other (Sir Vie 1J)

Cardiac Adulit______

Cardiac Cardiac Pcditic
Trans-esophamgeal (Cardiac_____________
Other Irped

Peripheral 1Pipheral vssel 1. 1, 1, ot Notes 9. 9. 11
ia mlve (spec)Id

N=new indication: P= previously cleared byl'DA K I1308103. li-added under Appendtx L
Additional Comments:

Color Doppler includes Pow"r (Atmplitude) Doppler
Note 1: B-M, B.PW. B+C. BtPD. BtDPD, B-TD. B+CW. B+C+PW. B+PD+-PW. B4DPD+PW. B+TD-IPW. BtC4M.DhmliVadx. B.C+CW.

B+PD.CW. B-13. BtBIC
Note 2: Includet imaging for guidance oiops
Note 3: Includes infertility monitoring of rollicle developmetl
Note 4: Color M-mde
NoteS5: For example: thyroid. parithyroid, bured, scrotum and penis in adult. peiaic and tsnta Patintsa
Note 6: Abdominal organs, and periptmral vesat
Noe 7: Tisse Hlarmonic Imuaging (mlI)
Note 8: 3D) imaging
Note 9: Spatial Conmpound Imaging
Note to: Includes Rcenal, OyneCOILBgyPClVIS
Note t I Panoratai imtaging
Note t12: FlastoScan
Note 13. tncludes llrology/Prosrate
Note 14 Cleat Track

Concurrence ofCenter ifr Devices and Radtologtcal Health (CORN)
Prescrtptton Uise IPer 21 CER 801.109)

Iindication for use page Saof s



5 10(W Pirenarket Notification RS80A Dialrostic Ultrasound Systenm

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

SIO(k) No.:
Device Name: E3-l2Afor use with RS8OA
Intended Use: Diagnostic ultrasound ima ing or fluid flow analysis of the human body as follows:

Cinical Application, Mode of neasian (includes Sinmultaneous B1-mode)
General specific B M PWD CWD Color Combined* Other

T, only) (Tracks I & 1ll) D'oplr (Spec.) (Stsc.)
Ohthalmic Ophthailmic

Fetal ibsittrics 6er Nore 3) p p ps IS Note I Notes 2, 7. 8.,9
Abdornial(Srr Note 10) p 11 p p Note I Notes 2.7, 8.9, 12
tntr-operal (&'gVoe 6)
Ino-operative (Netiro

Fetal Inmaging Laporoacopic ___________

& Other Peditric
Small Organs ISte Noe .5)

Neonatal Cephalic ___________

Adult Cepttatic
Trans-rctal P P P P Note I Nao 2.7. 8.0.12

Trans-vaginal P Ii P p Noic I Nots 2,7. R. 9.12

1rans-urellbral
rans-esph. (on-Cardwi

Musculo-ket. (Cncitto.t

Mutscttlo-sket. (Superfic.) _____ _________

Other (&-e Yore 0A P P P P Note I Notes 2. 7. 8.9.12

Cardiac Adult _________________

Cardinc Cardian Pediatric_________
Trans-esopbageai (Cardiac) ___________

Other (Spec.)

Peripheral Pevripheral vessel ______ _______ ___________

vessel Other (spec.)I

N-new indicaltion. P= previously cleasred by FDA K I133 329. E- added under Appendix E.
Additional Comments:

Color Doppler includes Po~ve (Amplitude) Doppler
Note 1: B+M, B.PW. B-C. Rift). B+Dt'l. B+TD. B4CW. l1.C.PW, B-PD-PW B*DPD-PW. AtTD)PW, BrC.M.DisVQuad. B+C+CW

B IPD'CW. BiE. BIB-C
Note 2: Includes imnaging for guidance ofbiopsy
Note 3: Includes utfenitity monitoring offotllcie developutteit
Note 4: Color M-tnode
Note 5: For examtple: thyroid, parathyroid. brows. scrotum ad penis in adult, pediatric ad ineonatal patient
Note 6: Abdonninal organs and peripheral vessel
Note 7: Tissue Harmtonic Intaiog (THI)
Notes 3D imaging
Noie 0: Spatial Compound lntaging
Note 10: Includes Rearal. Gynecology/Pelvis
Note 11. 'otoniceeaing
Note 12: FlastoScan
Not 13. Includes Lrolojzyl'rosiate
Note 14 Clear Track

Concurrence o( Center For Devices and Radiological Health (CDRf I)
PreScription LUse (Per Z21 CFR gill 101

Indication lhr use page 6 of 15



510(k) Premarcet Notification RS80A Diagnostic Ultrasound Systeiri

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.:
Device Namne: L-3-12A for use with RSSOA
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the humnan body as follows:

Clinical Application Mode oftmerattoi (incltides simultaneous I-ide
General Specific B M I5WD CWD Color Combined' Other

(Track I o.10 (Tracks I & 11l) Do -ff -s". - sot9ipe

0 tamc ophthalmic

Fetall0hsietrics Ciec howe Jj

AbdominalV*r Nose 111)
Intro-operativ e Noe 6)
Intra-operatives (NewioI

Fetal Imaging Loparoiscopic

& Other Pediatric

Small 0gant NoSe 3) 1, I' I Noe I Non, ,b7,~ S. 14

Neonatal Cephalic __________________________

Adult Cephalic ___________________

T-rans-retal

Trais-vaginal _____________ _____________

I'rs-uretheral

flns-csouph. ow-Cardiacl

Musculoske. (Convcni.) P P P P Noe t I oe2567...1

Mtrscuto-skecl. (Supirfic.) P P P P Note I Notie 2 .3 6.7,,.i.1

lnhu-lumiial _ __

Othe (Ss ' Sile 1i)

Cardiac Adult _____________

Cardiac Cardiac Pedjairic

Tvans-csophagecal (Cardiac) ______ _____________

other (spec.)

Peripheral P eripheral vessel 1, T, l, pi Note I Net 2.5. 6. 7,11.4tt. 14
VWsWI 0ili'r (spec.)

N= new indication: P- previoosly cleared bvFL)A K 133 329.)L lkdcd under Appendix I:.
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note]I B+M. B+PW. B.C. B+PD, BtDPD. B+ID. B.CW. B-CPW. B.PO'.PW. BtDlP[IlW. B.TD.PW. B*C-MD-uaI/Qad. B+CtCW.

B+PD+CW. B+E. BtBIC
Note]3: includes imagsing for guidance of biops
Note 3: Includes infertility motering of follicle dei clopovt
Note 4: Color M-mode
Note 5: For example: thyroid. parthyroid, breast. scrotumn and penis in adult, pediatri and nooi patients
Note 6: Abdominal orgains, and peripheral vessel
Note?7: Tissite Hari Imaging (TIl)
Note 8: 3D imaging
Note 9: Spatial Compound tranging
Note 10: Includes Renal, GyneclogylPclvis
Note 11: Panoramic imaging
Note 12+ ElastoSeni
Note I?: Includes Urology/Prostle
Note 14: Cleaw Track

Concurrence ol'Center for Dciccs and Radiological Health (CDRI-I)
Piresription Usc IPer 21 CFR B8t 1 19))

Indicatioen for use pag 7 of' I5



510(k) Premarkel Notrificat ion RS80A Diagnostic Ultrasound Syster

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: L5-13 for use wvith RS80A
Intended Use: Diagnostic ultrasound imag ing or fluid flow analysis of the human body as follows:

Cliical Application, Mode oft ratio,, Vincludes simultaneous B1-mode)
General specific B M PWD CWD Color Combined'- Other

(Track I only) (Tracks I & 111) Doppler' (sc (Spec')
swOphthalmic Ophthalmic

FctaldObsletrics To a 3) _____________

Abdominal(Sver Not, /0)

bnra-operative (No, Note Q)

lnta-operatm (Nearo.I
Feual Itmaging laparoscopic ___________________

& Other Pedisuic
Small Ongan CNer Note 3) 1, p P, P Nowe I Hote 2.5,6,3.7,9.11. 12

Neonatal Cephali ____ _________

Addlt Cephalic ____________

rno-etal
Trns-vaginal
Trans- rtial _________

Ire-esuph. non-Cardieci
Museulo-skcl. (Conventl I P P P Note I Note '. 5, 6,7.8. 9 11

Muscttlo-skcl. (Supcrfic.) P P P P Note I Noe . 5. 6.7.9.9. 11

Ini-luminal

Cardiac Adult ______

Cardiac Cardiac Pedwsirs ______ ______ _____________

Tncns-eophageal ICardiac)___________________________
Other (spec.)

Peipeal Pphera vessel P P P, P N No Nt 2.567,11.9.11I

N= new indication; P-- previously cleared by EDAKl130803 L- added underiAppendix L
Additional Comnments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: B+M. B+PW. BC. W-PD. BtDPD. B340, B+CW. l3'C'PW. BWDPW. B+Dl'l)tPW. B+'rD-l'w. B4C'Mvj)tQuad. B-C+CW.

B+PD+CW. B'F.. 13+8/C
Note]2: Includes imeaig for guidance of b~opsv
Note 3: Inclitdcs jaficlility monitoring of rollicle developent
Note 4: Coloa M-mode
Note 5: For example: thyroid, parathyroid. breast. scrotuom and pentis in adult, pediatric and neonatal patients
Hole 6: Abdominal organs and periphcrl vessel
Note 7 Tisse Hmrnnonic Imaging (THi)
Note 3D Maging
Note 9: spotiial Conmpound Imaging
Note 10: Includes Renal. Gynecology/Pelvis
Note I I Panoramic imagsing
Note 12: ElasaoScan
Note 13: Includes (Irotogyrostate
Note 14: dCea Track

Cnc~urrence of Centcer mM,ices and Rad ioloicul I I calth (CDRI-)
Prescrtpttn um1II8s (Per 21 CFIR 801 104)

Indication for use0 page 8 of 15



5 10(W Prenmadcet Notification RSSOA Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: L7-16 for use tivjlh RSBOA
Intended Use: Diagnostic ultrasound ima zing or fluid flow analysis of the human body as follows:

Cinical Application Mode of ratlion (includes s.imltaneous B-model

General Specific B M PWD CWD Color Combined' Oilie
(Track I onE) (Trucks I & 111) opple'. (Spmc) (Spc.)

Ohthli Ophihialilsic

Fetalt01bsiclrics(rNo'.j_____________

Ahdomnl(Seern VIM 1)_______________________

ln-operative I Ncr I

Feital Imaging Laparoscopic

Othier pediatric

Small Organs (See Nw J) P P1 I' Note I Note 2, 5.6,7, 8.9. 11

Neonatal Cophalic ___________

Adult Cephalic

1rawwsrecal _____________

Tins-vaginal ______ _______ ___________

rranural _ _ _ _

tinaxacsph. (non-Cardiac i ___________

Musculo-skcl. (ConVnt I P P P P Note I Not 2. 5.6,7. 8.9, 1[

Mumclo-skel.(Supcrfic.) P P P P Note I Note 2.53,6.7,8,9. 11

Other (SeeNiae 13)

Cardiac Adult l_____ _______ ___________

Cardiac Cardiac Pediatric ____ ___ ___________

Trans-esophageal (Cardiac) ____ ______________

Other (spec.) ______

Peih 1a 1peripheral vessel p I P P Note I Noe25.67.89.I

Vt1s1l OIirT"ae.)

N=new indiction P= previously cleared by, FDA KO): 13l0.io dded under Appendix U

Additional Commnties:
Colin Doppler includes Power (Aipislude) Doppler-W t CCC.
Niger IBM. B-PW. B-C.B B'l'). l-i.Wil. n-T. B 'CW. B.C-. It- H. PD l'W. IH It)'l'W H t> TD.'W. B42.M.DttaUQuad. BC.W

Il'PD-CW. BPr. B''C
Note 2. Includes imaging fin guidance ofhbiops

* Nowe 3. Includst inlei it initi acngo flice ecpict
Note 4 Color M-itode
Note 5 For example: iTotd. parailyroid. breast. scrotum and poiis in adult. peitc diteiua patierns
Note 6: Abdontinal organs andwphersn! esusel
Note 7: Time Harmnonic Imaging (Tril)
Note 5, 3D imaging
Note 9 Spaial Compoutnd Imaging
Note 10: lIncluades Renal, O),,ecologylPelvit
Note It: Panomansic imaging
Note 12: ElasoSco
Note 13: Includes Urology(Pnsmate
Note 14: Clear Truck

Canicurrence of Center for Devices and Radiological Health (CDRH)
Prescription Use (Pet21 CFR 801. 109)

Indicatin [or utse page 9 or I5



510(k) Prenartet Notification RS80A Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.:
Device Name: LA2-9A for use with RS80A
Intended Use: Diagnostic ultrasound ima sing or fluid flow analysis of the human body as follows:

CI nical Application Mode of Opration (*includes sinmultaneous B-modelI
(eneral Specific B M PWD CWD Color Conmbined- Otlher

(Track 1 onl0 (Tracla, I & l11) Dippler, (SpecI (Spec')

Optitainic Ophthlalice

Fciol'Obslcrics Ly~enh oJ,
Abdominalf.Ycr Nin 10) l, P 1, p Note I Note 2.53.6.7.8.. 011
intra-operltive (Se..A'of 6)
ira-ipserantiv (Neuro.)

Fotal Imaging Laparosopic
& Other Pediatric

SmalOrgan(.*r NoteJ) P1 P P P, Note I Note 2. 56.7.S.9. 11

Neonatal Cephalic
Adult Ccphalic __________

lowtevil
inans-vaginal
Tians-urthral
I ans-esopit. (non-Cardiac,
Musculo-skcl. (Conivenit.) p P' P P Note I Note 2. 5.6,7.8.9. It

Musculo-skl, (Supcriftc.) P P P I' Note I Note 2.5.6.7.8.9. 11
iIrva-lu un a I
Other jSie Hint' 1) _____

CardiaecAdult _________

Cardiac Cardiac Pediatric
Trans-esophageal ICardiac) ___________

Other (spec.)

Peripheral erpheal vssl P 11 1. It Note I Noe2567891
vessel Oilierkt ) I~

N-now indication. P= previously cleared by IVA KI 30803; IL- added under AppendiK 1:
Additional Comments:

Color Doppler includes, Power (Ampliude) Doppler

B.PDCW. B+E, 5./C
Note 2: Inclder mnagsiip for guidance of biopsy
Note 3 Includes inforailily monitoring of follicle decvelopmnit
Note 4: Colmr MWreaoh
Note 5: For example: thyroid. parathyroid. breast. snctumn and penisr in aduti. pediatric and neonatal paticnts
Note 6: Abdominal mranas and peripheral vessel
Note 7: Tissue haimonic Inmaging (151)
Note 8: 3D imaging
Note 9: Spatial Compound Imaging
Note to: Includes Renal. Gynecology/Pelvis
Note 11: Panoramic imaging
Note 12: ElastoSean
Note 13: Includes tjrolopy/Prostaie
Note 14: Clear Track

Concurrence ol Center for Devices and Radiological Health (CDRH)
Prescription Use (Pcr,21 (YR 801.109)

Indication firT tiS page t0 of' 15



5101k) Prenmarket Notification RSSOA D~iagnostic Ultrasound Systemn

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

SIO(k) No.:
Device Name: PE2-4 for use with RS8OA
Intended Use: Diagnostic ultrasound ima ging or fluid flow analysis of the human bady as follows:

Clinicu) Application Mode of ortion tntcludes sinmultaneous B-imodel
General specific B M PWI) CWD Color Combined' Other

(Track I only (Trucks I & Ill) Dippitti (Spec.) (SPIT.)
aphebtn Ophthainmic

F'ctal/Obsitiics 6,,e Note 3)
AbdommiNre Note /00 1, 1, I. I' 1, Hote I Note 7
lntra-operative ASce Now 6/
hiira-operative I Neurao.)

Folal Imnaging Lapatoscopic _____ _______________

& Oher PediatricI
Small Orgare (See Note 5) _____ ______ __________

Neonatal Cephalic ___________________

Adult CephaliC P P P P P NMug I Note 7
Irns-ecoal
Trans-vaginal
lInmrs-rhral

Trans-esph. (non-Cardiac)
M usculo-skol. (Convent.)I

Musculo-skel, (Superfic.) ______

lintra-Iiimiiial
Other (&. Viiw 13)

Cardiac Adult P P P P I' Hole I Not 4. 7
Cardiac Cardiac pediatric P P P P P Hote I Note 4. 7

Trans-osophbageal (Cardiac) ___________________

Other (sptie I
-

-v 
se

Additional Comment,:
Color Doppler includes Power (Amptituide) Doppler
Note 1: B+M, B+PW, B.C. B-PD. B+DPD. B-TD. B4CW. B+C-PW. B.PD4 PW. B+DPD- PW. B+TD+PWk. B.C- M.DualiQtiad. lI+CtCW.

B+PD4CW. B.E, 8tBW
Note 2: Includes imaging for guiidmnce of biopsy
Note 3: Includes infertility monitoring of fllicle development
Note 4: Color M-nmode
NoleS5: For example: thyroid. parathtyroid, Inest, scrottim and penis in adult, pediatne and aetuiatld patients
Note 6: Abdominal organs and periphseuul vessl
Hote?7: Tisse Harmonic Imaging (THI)
Note 8: 3D imaging
Note 9: Spatial Compound Imaging
Note 10: Includes Rjal), Gynecology/Pelvis
Note 11: Panoramic imaiging
Note 12: FlasiuScain
Note 13: Includes (irotogy/Prostate
Note 14: Ctear Track

Concurrence totCcntcr hr, Devices and Radiological Health (CIRH)
Prescription Use (Per 21 ('FR 801 10)9)

Indication for use page II Of IS



Sloikj I'w rnarkcr Not' gcal 'o R S80A Di)Iagnosti c UlItrasound Syst ett

DIAGNOSTIC ULTRASOUND) INI)ICATIONS FOR USE STATEMENT

5) )No0.:
Dcv i c Nam IIe: PI 1-6SA for tist Aliih R SSOA -
Intended Use: Diagnostic il rasomnd mnacziog or fluid flow yanalysis of the hium11n body as follows:

uneal At.,ocatii Mode Wtt Oprattol I irids ... tttiuieoius B-noodlc
(ordsplocific( it PWL C"' 1) Cob, Cottbived Mibet

t.*: ([ra II lcks) & 111) D'Ippi (Spero I Stwc,

AbdJuxn... i A, li) N N N N N I!I Noteo 7

lnot atot r I fS Via' 61

Itira.pIoprtc I Neuc, I

Fai hu.1(u, l'edoimu

& Ot ulI Perham, .'. ii,3

N ... tal Cephalic

Adult Ccirlialic N N N N N in Nie 7

lui'CjlI .~ (u,, n Ia

MusoiI,'4ke1 ((?.icIi

Inn I . I ... i stli

Cardiac Adult N N N N) IN Now I Nte 1. 7

(ttrlt:.e C'iirdtac tedwli<N N N NN\ow I Nuc I. 7

Ni ne itO eat io: Ps prey musty cleared by. FD1A: I: tatled tinder A ppvlttd' i'
Additional Counseb:

(:idor IMppler inclutdcs lower Aniptiltde)l )ia
Note 1. B-M. 11-M'. B -C. B-'iV), B'i.)i'i. Bi-i)>.-0 B--IA IBCW rPIDw 11<1 11. I)' lW. 01 1tlt.I C~)~I'rt.lCW

11I'CW.llE VC1.11
Nite 2: includesi~pn tnarxl 5iid~irie o) ttopu
Niuto Ittnc Is rilet IIt\ r I I , I I tt)!ii I l IIClIu v upi rco

Ne"', 4' CoIlor M-rnojle
N'.te 5 i'ur exntlde tliru, tid. lie,', wncriitist plnis i, dtt an it. IUI teatIuool no' tao l (idilcut'

I, Aidunuol iiiI l i ieri nrtVl o,0

Nsa.' 7 1a t .... .IIii ...... tu 'iiiigit (i It1)
Nwc S. ;D it 55)t'

Nine -) Spatia Coo pyiii l itagOn,
Nu t, I itIl' eaI fiei r~

Not, 1t t'ii~ir.uJtitC ,ati

Mile I13 tti ce~s Urn) gy'PtastIi.
rNile I 'I Clear 'track

C'uIuFturCe.t'Ceiitei eietc u atioici cih(.lIlI
NI'rcaurlpiiat Use (Per 21 0:'i 00i1.109)

itidictiion hr kise page 12 of 15



510(k) Premarket Notification RS80A Diagnostic Utrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k ) No.;
Device Name: V5-9for use with RSSOA
Intended Use: Diagnostic ultrasound ima ing or fluid flaw analysis of the human body as follows:

Clinical Application Mode of opration (-mcludes simultaneous B-mode)
General Specific B M PWD CWD Color Conmbined' other

(Track ( only) (racks I & Til) IDopper (SPec.) (Spec )
sxOphthalmic Ophthalmic

Feratiascics rSereoow3) P P pIs Note!I Noe 2. 7,S8.9
Abadonisa1ice Nore 10) P P 1, 1. Not I Nate 2. 7, 8.,9

!ntmopemtive (See Note 6)
lnt"Pra-etie(Neuro.)

Fetal Imaging Leparoscopic _________

& Other Peditne

Sinall Organ f.rc, Nore S) ___________

Neonatal Cephalic ___________

Adult Cephalic_______ _______

Trnswectal P 9 P P Note I Note 2. 7, 8.9

Trans-vaginal P P P P Note I Note 2, 7. 8, 9

Transurethral

Trns-cops. (on-Cardiac)
Musculo-skel. (Convent.) _____ ______ __________

Miasculo-skel. (Supcrftc.) ______ _______ ____________

ltr-lu ttmnal ___________

Other(Sen 0) P P P P Nine I Noe 2. 7. 8.9

Cardiac Adult ______ _______ ___________

Cardiac Cardinc Pediatric ______ _______ ____________

Tratls-=ohagcal I Caidiac I___________________
Other (Spec.) _ _ _ _ _

Penipherl IPeripheral vessel ____ ______

Vease) I tls(pec)

N= new indication: P- previously cleared by FDA K I33329; E= added under Appendix E
Additional Coasmeots:

Color Doppler include. Power (Amplitude) Doppler
Note 1: B+M, 34PW. B+C. B+PD, B+DPD, B+TD. B.CW. B+C+PW. B+PO+PW. B+DPD*PW. B+TD>+IW, S.C*M.1DuwL~urd. B+C+CW.

B+PD+CW. 3+E. 9+111C
Not 2: Includes imaging foir guidance ofbiopay
Nate 3: Includes inferlii'lV monitoring of follicle dc~clopintt
Noe 4: Color M-rnode
Note 5: For erample: ltyroid. poawhyroid. briest scrotum and penis in adult. pediatric and tneonatal patients
Note 6: Abdominal organs and periplieral vessel
Not 7: Tissue Harnocic Imaging tTIt)
Note 8 3D imaging
Note9: Spatial compound irmaing
Note Ill: Includes Rental. Gyscolvginecl'.
Note 11: Pancrwttic imagin~g
Note 12: ElastoScan
Note 13: Includes Urology/Prostate
Note 14: Clear Track

Concurrence of Center for Devices and Radiological Health (CDRH)
Prcrtption Usec(Per 21 CER 801. 109)

Indication lor use page 13 of15



5)10(kifPremagket Notification RS80A Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: LV3-l4Afor use with RS80A
Intended Use: Diagnostic ultrasound ima ling or fluid flow analysis of the human body as follows:

Cinical Application Mode of pration (-unctudes simultaneous B1-mode)
General specific B M PWD CWD Color Combhined' Other

(Track I oeak) (TracksI & I11) Diopvei" (Spec.) (Stie.;

Ophithalmic Ophthalnuic

Fetal'Obsletrics N,,r Not. ii___________________

Abdominal(&r Nowc IM

lntra~operaiive (Se Note 6) _______

lntra~operanive INetrve.)

Feta Imaging Laporoscopic _____ _________

& Oher Pediatric ___________

Simail Organ 5~tVie) 1, 1, 1, 1, Note I Note 2. 5. 6.7. 8.Y. I I

Neonatal Cephalic ______ _______ ___________

Adult Cephalic _______ ___________

Tnins-rocil!
Trans-vaginal ______ _______

lransurethral ___________

Tmws-esph. (non-Cardiac I
Musculo-skel (Conical ) P P P p Next I Nite 2. 5. 6.7. 8. 911

Musculo-skel. (Superfic.I P IP P P Note I Note 2.. 6.7, 8.9, 11

Intra-luninal _____________

Other (See Noie 13)

Cardiac Adullt______ _______

Cardiac Cardiac pediatric
Trns-esophagecal (Cardiac) ______ _______ ____________

other (set.)

Pefriheral Per'iheal vessel P P P PMNoie I Noe2567891
vessel Oil'lier (pc)

_N- new indiction; P- previously cleaed tb FDA Kl03397. Eadded under Appendix E:
Additional Comments:

Color Doppler includes Power (Amplitude) Dr-ppler
Note I B+M, B.PW. B4C. B+I'D. B+DPD. B"I l). B-CW. B.C.PW. B5Pl}PW B.DPD+W. B.TD-PW. B-C+M.DsialAuad. B+C.CW.

B.PD.CW. i-F., B+B/C
Note 2: Includes imaging fr guidance or biopsy
Note 3: ingludin, infortilt 'nvionitoring of rollick dctctopmncni
Note 4: Color M-nsode
NoteS5: For example: lil)Toid, parratllyroid. breast. scrotum and penis in adult, pediatric and neonratal patietts
Note 6: Abdominal organs and peripheral vessel
Note 7: Tisse Harmonic Imaging (TI)
Note 9: 3D imaging
Note 9: Spatial Comtpouind Imaging
Note 10. Includes Renal. Gynecology.'PcI'is
Note I I Panoramic imnaginig
Nute 12: Elastoican
Note I3. Includes IUrology'Ptistate
Note 14 Clear Tracks

Concurrence WC Center lbr Dv iees atnd Radiological Health (CDRH I
prescription Use (Per 21 CFR 801,109)

Indication for use page 14 of IS



510(k) Premtarket Notification RS80A Diagnostic Ultrasound Systm

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.:
Device Name: CW6.0 for use with RS80A
Intended Use: Diagnostic ultrasound ima zing or fluid flow analysis of the human body as follows:

Clinical Application Mode of praution einchtdes sinmulaneous B1-mode)

General Specific B M PWD CWD Color Coniinued other
(Truck I wilv) (Tracks I & 1ll) - - - - . (Spec. (Sic)

Othdbtllmc Ophathalmtic

Fetat:Obsieiis (S. Mite J)

AbdominalSee Nur it0)

Intr-opsalve Na o~t6)

iimra-operattve I Neuro.)

Felal Imaging Laparoscopic _________

& Other Peditiun,_______

Scrall Organ (Sicw 3i. ) _____ _________

Neonatlal Cephalic ______ _______ ___________

Adult Cephatteic______

Trans-vaginal

frnns-urelhnal

Trans-esoph. (non-Cardiac)

Musetilo-sl (Convent.)

Musculo-skecl. (Superfic.) _________

lntm.umninal

Other (.cee Miae 131

Cardinc Adul Is

Cardiac Cardiac Pediatric Is

Trant-csophqavsl (Cardiac) ___________

Other (Spec.)

N= new indication; P-- previously cleared by VDAKII 23KQL= added under Appendis L
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note I: B-M, B-PW, B-C. BPD, B.DPD. B+ ID. H-CW. B'C-t'W. B- I'D'lW. B.DPD4PW. B.1 D+PW B C4M.IuaLtuad. B-C*CW.

B-PD.CW. B+E. B.RIC
Nat 2. Includes uiaging (or guidance, ofbiopsy
Note 3 Includes infeniiay nutuItoring of fnlickcde'cloptctil
Noti, 4: Color M-tmtode
Note 5: For examaple: thyroid. ptirathyroid. Wonas, scroumr and penis in adult. pediatric and neonatal patients
Noe 6: Abdominal organs and peripheral vessel
Note 7: Tisse Harmionic [miayring (TIl)
Norc 8: 3Dflngings
Note 9: Spatial Cescrpound littaging
Note I1: Includes Renal. (Ctccoliagy!Pcl'ts
Note I I Panoramic itaiig
Notw 12: FltasioScan
Note 13. Includes tUroltgy/Prosiate
Note 14: Clea. Track

Concurrence of Center for Devices and Radiological Health (CDRH)
Prescription Use (Per 21 CFR 801, 109)

Indication for use page Is of Is


